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□ the computer readable form has not been furnished or does not comply with the standard. 



IV. Lack of unity of invention 

1 . In response to the invitation to restrict or pay additional fees the applicant has: 
□ restricted the claims. 



because: 
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B paid additional fees. 

□ paid additional fees under protest. 

□ neither restricted nor paid additional fees. 

2. E3 This Authority found that the requirement of unity of invention is not complied and chose, according to Rule 

68.1 , not to invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 

□ complied with. 

H not complied with for the following reasons: 
see separate sheet 

4. Consequently, the following parts of the international application were the subject of international preliminary 
examination in establishing this report: 

□ all parts. 

E3 the parts relating to claims Nos. 1-20, 26-34, 45-47. 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 



Novelty (N) Yes: Claims 

No: Claims 12-19 

Inventive step (IS) Yes: Claims 1 -1 1 , 45 

No: Claims 12-19,26-34 

Industrial applicability (IA) Yes: Claims 1-19, 26-34, 45 

No: Claims 



2. Citations and explanations 
see separate sheet 



VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 
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Concerning Section I (Basis of report) 

The amendments filed with the fax dated 30.10.2000 introduce subject-matter 
which extends beyond the content of the application as filed, contrary to Article 
34(2)(b) PCT. The amendments concerned are the following: 

The features of the characterising portion of claim 12 were originally disclosed in 
claim 34, which was not dependent on original claim 13, now forming the first part 
of claim 12 together with features of original claim 16. Therefore, the original 
claims cannot entirely support the amendment. Furthermore, means for bowing 
the central section of the support member radially outwards were not originally 
disclosed in the description or figures either, such means were only disclosed in 
connection with the dilator (see the description of the function of the pulling wire 
1 19 on pages 17, 18) but not the stabiliser. There is not incitation anywhere that 
the pulling wire 119 can be used in connection with the supporting/stabilizer 
device of figure 10. The pusher-wire mentioned at the foot of page 14 in 
connection with the fixator delivery tube is only used for pushing out the fixator 
delivery tube. 

Concerning Section III (Non-establishment of opinion ...) 

Claim 46 relates to the use of a device to dilate the walls of an artery. A use claim 
corresponds to a method claim; see the PCT Preliminary Examination Guidelines 
CI 1 1-3.1. Claim 46 thus relates to an activity comprising a surgical step, which is 
dilation of a blood vessel. Accordingly, the claim is directed to subject-matter 
mentioned in Rule 67.1(iv) PCT. Under the terms of Art.34(4)(a)(i) PCT an 
International Preliminary Examining Authority is not requested to carry out an 
examination of such a claim. Claims 20 and 47 relate to the use of a device to 
support a catheter within a conduit or the use of a device to retain a graft on the 
walls on an artery or vain, respectively, and thus also implicitly define a surgical 
activity. Consequently, an examination is not requested as for claims 20 and 46. 

Concerning Section IV (Lack of unity ...) 

1. The International Search Report (ISR) was not established for all claims. Certain 



Form PCT/Separate Sheet/409 (Sheet 1) (EPO-April 1997) 



INTERNATIONAL PRELIMINARY International application No. PCT/GB99/02544 

EXAMINATION REPORT - SEPARATE SHEET 



claims were not the object of a search since they relate either to a method for 
treatment of the human or animal body by surgery, or the required additional 
search fee was not paid. 

2. Only claims in respect of which an ISR was established can be examined. The 
searched claims comprise 6 independent claims which are claims 1,12, 20, 26, 
46, and 47 (The use claims are considered independent although they refer back 
to other claims because they refer to claims of a different category). Each 
independent claim defines an invention since this is the purpose of an 
independent claim. 

3. Under the provisions of Rule 13.1 PCT a group of inventions may be claimed in 
one application if they are so linked as to form a single general inventive concept. 
Rule 13.2 of the PCT defines in more detail what is meant with "a single general 
inventive concept". This concept must find expression in the claims in the same or 
corresponding special technical features, where the expression "special technical 
features" means the features which define the inventive contribution that the 
claimed invention makes over the prior art; see also the PCT Preliminary 
Examination Guidelines PCT/GL/3 Chapter 111-7.1 and 7.2. However, the set of 
claims forming the basis for examination is objectionable under Rule 13.1-3 PCT 
since it comprises multiple (groups of) inventions: 

1 . Claims 1-11, 45 relate to a staple which is distinguished over the prior art 
in that it comprises a plurality of first parts. 

2. Claims 12-19 define a catheter support with a locating member and a 
plurality of support members. 

3. Claims 26-34 are directed to a dilator which differs from the prior art by 
additionally means to bow the central section of the dilating members radially 
outwards . 

The features of these claims or groups of claims cannot be subsumed under a 
single general inventive concept since the number of first part on a staple has 
nothing to do with the design of a catheter support, or means for bowing out the 
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central section of a dilator. 
Concerning Section V (Reasoned statement ...) 
First invention as defined in claims 1-11, 45 

1 . Reference is made to the following documents: 

D1: US-A-5 632 746 (MIDDLEMAN, PYKA ET AL. ) 27 May 1997 

D2: US-A-3 527 223 (SHEIN) 8 September 1970 

D3: US-A-4 921 484 (HILLSTEAD) 1 May 1990 

D4: US-A-4 590 938 (SEGURA ET AL.) 27 May 1986 

Document D4 was not cited in the international search report. 

1.1 The document D1 is regarded as being the closest prior art to the subject-matter 
of claim 1, and discloses (the references in parentheses applying to this 
document): 

A device for retaining tissue on both sides of a incision, comprising a first part for 
contacting the tissue on one side of the incision and a second part for contacting 
the tissue on the other side of the incision when the device is pierced through the 
tissue on both sides of the incision (see reference numeral 8 in figures 2-1 7A - 
17C), the first and second part being connected by a resilient member (see 
column 25, lines 11, 20 and column 2, lines 51-58), wherein the resilient member 
biases the first and second part towards each other into a retaining configuration 
such that in use the tissue parts are retained together between the first and 
second arts of the device, and wherein the first and second parts are movable into 
an open configuration in which they are further apart than in the retaining 
configuration (compare figures 2-12A and 

2-1 2B) to enable the device to be conveyed along an artery (see column 25, lines 
15-18). Although it is not expressly mentioned in D1 is that the device can be used 
for retaining a graft on an artery, it is considered that the known clip is also 
suitable for retaining graft on an artery so that this feature is implicitly known from 
D1; see the PCT Preliminary Examination Guidelines CIV-7.6 
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The device of claim 1 differs from the known device in that it comprises a plurality 
of first parts. This solves the problem of retaining a graft on an artery in a more 
secure manner. The distinguishing feature of claim 1 is neither known from, nor 
rendered obvious by, the available prior art. Although document D2 discloses a 
wire-like body with sliced ends which can be straightened to align with the body 
portion (see column 1 , line 67 to column 2, line 9), it is considered that D2 
discloses a device which is unsuitable for retaining a graft on an artery since it 
relates to a temporary ear stud of ornamental appearance. D2 would thus not be 
considered by the skilled person. 

Dependent claims 2-1 1 relate to preferred embodiments of the device of claim 1. 

Therefore, claims 1-1 1 appear to satisfy the requirements of Art.33(2) (novelty), 
33(3) (inventive step) and 33(4) (industrial applicability) of the PCT. 

1 .2 Claim 45 relates to a kit comprising at least two of the devices of any of claims 1- 

1 1 , and thus appears to satisfy the requirements of Art.33(2) (novelty), 33(3) 
(inventive step) and 33(4) (industrial applicability) of the PCT for the same 
reasons as these claims. 

Second invention as defined in claims 12-19 

2.1 In the following paragraph the combination of original claims 13 and 16, now claim 

12, is discussed; see Basis of Report, point 3. 

From document D1 there is known a device for use with a catheter (see figures 
5-1, 5-2 and column 46, lines 50-53), the device having a locating member for 
locating the device with respect to the catheter (see column 46, lines 47-50) and a 
plurality of support members for supporting the catheter on the inner wall of an 
artery (see loops 116 and column 47, lines 28-30), wherein each support member 
and the locating member are connected by a resilient member which biases the 
support member towards the artery wall (see column 45, lines 9-23). 

Although not expressly mentioned in document D1, the device known from figures 
5-1 and 5-2 of D1 and described in column 45, line 9 to column 47, line 52 is 
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suitable to be used as a support for a catheter. In this context it is referred to the 
access for additional devices mentioned in the paragraph bridging columns 46 
and 47. If the loops is extended from the catheter in an artery of suitable 
dimension they necessarily support the catheter when another instrument is 
inserted through the additional access provided within the catheter housing. The 
catheter support functionality is thus implicit from D1. 

Therefore, the device of claim 12 does not appear to satisfy the requirement of 
Art.33(2) PCT (novelty). 

2.2 Dependent claims 13-19 do not contain any features which, in combination with 
the features of any claim to which they refer, meet the requirements of the PCT in 
respect of inventive step, the reasons being as follows: 

claim 13, 14: see figure 5-1; 

claim 15: see column 47, lines 42-47; 

claims 16, 17: see again figure 5-2; 

claim 18: see column 47, lines 47-53; 

claim 19: see column 45, lines 37-39 and 60-63. 

Third invention as defined in claims 26-34. 

3.1 A device having the features of the first part of claim 26 is known from D1 (figures 
5-1, 5-2 and column 45, line 9 to column 47, line 53). The particular intended use 
defined in claim 26 is implicit in the disclosure of D1 since the known retractor is 
also suitable for dilating an artery. 

The device of claim 26 differs from the known device in that it additionally 
comprises means which can cause the central section of the dilating member to 
bow radially outwards in order to apply increased outward pressure, as defined in 
detail in the second part of claim 26. 

Thereby, the problem of improving the dilating effect of the known device is 
solved. However, the distinguishing features have already been employed for the 
same purpose in a similar device, see document D3, column 4, lines 20-30. It 
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would be obvious to the person skilled in the art, namely when the same result is 
to be achieved, to apply these features with corresponding effect to a device 
according to document D1, thereby arriving at a device according to claim 26. The 
subject-matter of claim 26 does therefore not involve an inventive step (Article 
33(3) PCT). 

3.2 Dependent claims 27-34 do not contain any features which, in combination with 
the features of any claim to which they refer, meet the requirements of the PCT in 
respect of novelty, the reasons being as follows: 

claim 27, 28: see D1, figure 5-1; 
claim 29: see D1, column 47, lines 42-47; 
claim 30: see again figure 5-2 of De- 
claim 31: see document D4 (cited in D1 in column 44, lines 58, 59), reference 

numerals 20, 21; 
claim 32: see again D3, column 4, lines 20-30 
claim 33: see D1 column 47, lines 47-53; 
claim 34: see D1 column 45, lines 37-39 and 60-63. 

Concerning Section VII (Certain defects ...) 

1. The independent claims are not in the two-part form in accordance with Rule 
6.3(b) PCT, which in the present case would be appropriate, with those features 
known in combination from the prior art (document D1) being placed in the 
preamble (Rule 6.3(b)(i) PCT) and with the remaining features being included in 
the characterising part (Rule 6.3(b)(ii) PCT). 

2. The features of the claims are not provided with reference signs placed in 
parentheses (Rule 6.2(b) PCT). 

3. Contrary to the requirements of Rule 5.1(a)(ii) PCT, the relevant background art 
disclosed in the document D1 is not mentioned in the description, nor is this 
document identified therein. 

4. The description is not in conformity with the claims as required by Rule 5.1 (a)(iii) 
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C LAIMS 

L A device for retaining a graft on an artery, comprising a first part for contacting the 
graft and a second part for contacting the artery when the device is pierced radially through 
the graft and the artery wall, the first and second parts being connected by a resilient member, 
wherein the resilient member biases the first and second parts towards each other into a 
retaining configuration such that in use the artery and the graft are retained together between 
the first and second parts of the device, and wherein the first and second parts are moveable 
into an open configuration in which they are further apart than in the retaining configuration 
to enable the device to he conveyed along an artery, 

characterised in that the device comprises a plurality of first parts. 

2. A device as claimed in claim 1, wherein in the open configuration the first parts, the 
resilient member and the second part are disposed substantially on an axis. 

3. A device as claimed in claim 1 or 2, wherein in the retaining configuration at least one 
of the first and second parts forms an arcuate shape. 

4. A device as claimed in any preceding claim, wherein at least a portion of at least one 
of the first and second parts is sharpened to enable said part to pierce a graft and an artery. 

5. A device as claimed in claim 4, wherein both the first and the second parts are so 
sharpened. 

6. A device as claimed in any preceding claim, wherein the device is formed from a wire. 

7. A device as claimed in any preceding claim, wherein the device is formed from a 
shape memory alloy. 
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8. A device as claimed in any preceding claim, wherein the device has a plurality of 
second parts. 

9. A device as claimed in claim 8, wherein the device has equal numbers of first and 
second parts. 

10. A device as claimed in claim 8 or 9, wherein said plurality of pans are integral or 
welded together. 

11. A device as claimed in claim 9, which is formed of a plurality of sets, each set 
comprising a first part, a resilient member and a second part, wherein the plurality of sets are 
linked together by a weld, a sheath, a bush, a crimp or by wire. 

12. A device for supporting a catheter within an artery or arterial graft, the device having a 
locating member for locating the device with respect to the catheter and a plurality of support 
members for supporting the catheter on the timer wall of the artery or graft, wherein each 
support member and the locating member are connected by a resilient member which biases 
the support member towards the artery wall, 

characterised in that the device additionally comprises means for reducing the distance 
between the end of each support member distal to the locating member and the end of said 
support member proximate the locating member, thereby causing the central section of said 
support member to bow radially outwards with respect to the locating member. 

13. A device as claimed in claim 12, wherein the locating member is adapted to fit axially 
inside a catheter. 

14. A device as claimed in claim 13, wherein the support members and the locating 
member are moveable into a position in which the support members, the resilient members 
and the locating member are disposed substantially on an axis, to enable the device to be 
conveyed along a catheter. 
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15. A device as claimed in any of claims 12 to 14, wherein each support member is 
connected to at least one other support member by the end of the support member distal to the 
locating member. 

16. A device as claimed in claim 15, comprising at least one resilient wire disposed in a 
loop with the ends of the wire heing locatable in an end of a catheter, wherein in use the sides 
of the loop contact the artery or graft to support the catheter within the artery or graft. 

17. A device as claimed in any of claims 12 to 1 6, wherein said plurality of support 
members are disposed such that in use the device supports the catheter substantially centrally 
within an artery. 

18. A device as claimed in any of claims 12 to 17, wherein each support member has a 
non-traumatic contact surface for contacting the artery wall. 

19. A device as claimed in any of claims 1 2 to 1 8 which is formed from a shape memory 
alloy or a super elastic material. 

20. The use of a device as claimed in any of claims 12 to 19 to support a catheter within a 
conduit. 

21. A method for delivering a device as claimed in any of claims 1 to 11 to a locus of a 
conduit, comprising the steps of moving said first parts and second part of the device into said 
open configuration, inserting the device into a catheter, positioning an end of the catheter at 
the locus, and moving the device down the catheter until the device emerges from said end of 
the catheter at the locus. 

22. A method as claimed in claim 21. wherein said end of the catheter is angled radially 
relative to the axis of the catiieter. 
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23- A method as claimed in claim 21 or 22, additionally comprising the step of housing 
the catheter within a sheath catheter. 

24. A method as claimed in any of claims 21 to 23, comprising the step of inserting a 
plurality of said devices into the catheter, and inserting a pushing element sufficiently far into 
the catheter to contact and apply pressure to the device closest to the pushing element in order 
to cause a device to be ejected from the end of the catheter distal to the pushing element at the 
locus of the conduit. 

25. A method as claimed in any of claims 21 to 24, additionally comprising the step of 
employing a device as claimed in any of claims 12 to 19 to support the catheter within the 
conduit. 

26. A device for dilating an artery when delivered translumenaliy to a locus of an artery 
by means of a catheter, having a locating member for locating the device with respect to the 
catheter and a plurality of dilating members, each of which is connected to the locating 
member by a resilient member which biases the dilating member towards and into contact 
with the inner artery wall, wherein in use the resilient members cause the dilating members to 
apply outward pressure to the inner artery wall in order to dilate the artery 

characterised in that the device additionally comprises means for reducing the distance 
between the end of each dilating member distal to the locating member and the end of said 
dilating member proximate the locating member, thereby causing the central section of said 
dilating member to bow radially outwards with respect to the locating member in order to 
apply increased outward pressure on the inner wall of the artery when the device is in use. 

27. A device as claimed in claim 26, wherein the locating member is adapted to fit axially 
inside a catheter. 
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28. A device as claimed in claim 26 or 27, wherein the members and the locating member 
are moveable into a position in which the locating member, the resilient members and the 
dilating members are disposed substantially on an axis, to enable the device to be conveyed 
along a catheter. 

29. A device as claimed in any of claims 26 to 28, wherein each dilating member is 
connected to at least one other dilating member by the end of the dilating member distal to the 
locating member. 

30. A device as claimed m any of claims 26 to 29, comprising at least one resilient wire 
disposed in a loop with the ends of the wire being locatable in an end of a catheter, wherein in 
use the sides of the loop contact the inner artery wall and apply outward pressure thereto in 
order to dilate the artery. 

31. A device as claimed in any of claims 26 to 30, wherein said plurality of dilating 
members are distributed equally radially about the locating member. 

32. A device as claimed in any of claims 26 to 31 , wherein said means for reducing the 
distance is an additional connection between the end of each dilating member distal to the 
locating member and the locating member. 

33. A device as claimed in any of claims 26 to 32, wherein each dilating member has a 
non-traumatic contact surface for contacting the artery wall. 

34. A device as claimed in any of claims 26 to 33 which is formed from a shape memory 
alloy or a super elastic material. 

35. A device for retaining a graft on an artery, comprising an elongate member formed of 
a resilient material which biases said member into a helical configuration, at least one end of 
the member being sharpened to enable the member to pierce through the graft and the artery 
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wall, wherein the member is moveable into an open configuration in which it can be conveyed 
along an artery. 

36. A device as claimed in claim 35, wherein in the helical configuration the device has 
less than 1 0 turns. 

37. A device as claimed in claim 35 or 36, in which the diameter of the helix formed by 
the member is no less than about seven times the cross-sectional diameter of the member. 

38. A device as claimed in any of claims 35 to 37, wherein the member is formed from a 
shape memory alloy. 

39. A device as claimed in any of claims 35 to 38, wherein in said open configuration the 
device is substantially straight. 

40. A method for delivering a device as claimed in any of claims 35 to 39 to a locus of a 
conduit, comprising the steps of moving said helical member into said open configuration, 
inserting the device into a catheter, positioning an end of the catheter at the locus, and moving 
the device down the catheter nntil the device emerges from said end of the catheter at the 
locus. 

41 . A method as claimed in claim 40, wherein said end of the catheter is angled radially 
relative to the axis of the catheter. 

42. A method as claimed in claim 40 or 41 , additionally comprising the step of housing 
the catheter within a sheath catheter. 

43 . A method as claimed in any of claims 40 to 42, comprising the step of inserting a 
plurality of said devices into the catheter, and inserting a pushing element sufficiently far into 
the catheter to contact and apply pressure to the device closest to the pushing element in order 
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to cause a device to be ejected ftom the end of the catheter distal to the pushing element at the 
locus of the conduit. 

44. A method as claimed in any of claims 40 to 43, additionally comprising the step of 
employing a device as claimed in any of claims 12 to 19 to support the catheter within the 
conduit 

45. A kit comprising at least two of a device as claimed in any of claims 1 to 11, a device 
as claimed in any of claims 12 to 1 9, a device as claimed in any of claims 26 to 34, and a 
device as claimed in any of claims 35 to 39, 

46. The use of a device as claimed in any of claims 26 to 34 to dilate the walls of an 
artery, a vein or a graft. 

47. The use of a device as claimed in any of claims 1 to 1 1 or a device as claimed in any 
of claims 35 to 39 to retain a graft on the walls of an artery or vein. 
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I. Basis of the report 

1 . This report has been drawn on the basis of (substitute sheets which have been furnished to the receiving Office in 
response to an invitation under Article 14 are referred to in this report as "originally filed" and are not annexed to 
the report since they do not contain amendments (Rules 70. 16 and 70. 17).): 

Description, pages: 

1 -20 as originally filed 

Claims, No.: 

1 -47 with telefax of 30/1 0/2000 

Drawings, sheets: 

1 /1 2-1 2/1 2 as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 
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□ the drawings, sheets: 

5. H This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

see separate sheet 

6. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), 
or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

G3 claims Nos. 20-25, 35-44, 45(if referring to non-searched claims), 46, 47. 
because: 

H the said international application, or the said claims Nos. 20, 46, 47 relate to the following subject matter 
which does not require an international preliminary examination (specify): 
see separate sheet 

□ the description, claims or drawings (indicate particular elements beloW) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

H no international search report has been established for the said claims Nos. 21-25, 35-44. 

2. A meaningful international preliminary examination report cannot be carried out due to the failure of the nucleotide 
and/or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the standard. 

□ the computer readable form has not been furnished or does not comply with the standard. 

IV. Lack of unity of invention 

1 . In response to the invitation to restrict or pay additional fees the applicant has: 

□ restricted the claims. 
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E3 paid additional fees. 

□ paid additional fees under protest. 

□ neither restricted nor paid additional fees. 

2. H This Authority found that the requirement of unity of invention is not complied and chose, according to Rule 

68.1 , not to invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 

□ complied with. 

E3 not complied with for the following reasons: 
see separate sheet 

4. Consequently, the following parts of the international application were the subject of international preliminary 
examination in establishing this report: 

□ all parts. 

H the parts relating to claims Nos. 1 -20, 26-34, 45-47. 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 






No: 


Claims 


12-19 


Inventive step (IS) 


Yes: 


Claims 


1-11,45 




No: 


Claims 


12-19, 26-34 


Industrial applicability (IA) 


Yes: 


Claims 


1-19, 26-34, 45 




No: 


Claims 





2. Citations and explanations 
see separate sheet 

VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 
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Concerning Section I (Basis of report) 

The amendments filed with the fax dated 30.10.2000 introduce subject-matter 
which extends beyond the content of the application as filed, contrary to Article 
34(2)(b) PCT. The amendments concerned are the following: 

The features of the characterising portion of claim 12 were originally disclosed in 
claim 34, which was not dependent on original claim 13, now forming the first part 
of claim 12 together with features of original claim 16. Therefore, the original 
claims cannot entirely support the amendment. Furthermore, means for bowing 
the central section of the support member radially outwards were not originally 
disclosed in the description or figures either, such means were only disclosed in 
connection with the dilator (see the description of the function of the pulling wire 
1 19 on pages 17, 18) but not the stabiliser There is not incitation anywhere that 
the pulling wire 119 can be used in connection with the supporting/stabilizer 
device of figure 10. The pusher-wire mentioned at the foot of page 14 in 
connection with the fixator delivery tube is only used for pushing out the fixator 
delivery tube. 

Concerning Section III (Non-establishment of opinion ...) 

Claim 46 relates to the use of a device to dilate the walls of an artery. A use claim 
corresponds to a method claim; see the PCT Preliminary Examination Guidelines 
CIII-3.1. Claim 46 thus relates to an activity comprising a surgical step, which is 
dilation of a blood vessel. Accordingly, the claim is directed to subject-matter 
mentioned in Rule 67.1 (iv) PCT. Under the terms of Art.34(4)(a)(i) PCT an 
International Preliminary Examining Authority is not requested to carry out an 
examination of such a claim. Claims 20 and 47 relate to the use of a device to 
support a catheter within a conduit or the use of a device to retain a graft on the 
walls on an artery or vain, respectively, and thus also implicitly define a surgical 
activity. Consequently, an examination is not requested as for claims 20 and 46. 

Concerning Section IV (Lack of unity ...) 

1. The International Search Report (ISR) was not established for all claims. Certain 
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claims were not the object of a search since they relate either to a method for 
treatment of the human or animal body by surgery, or the required additional 
search fee was not paid. 

2. Only claims in respect of which an ISR was established can be examined. The 
searched claims comprise 6 independent claims which are claims 1,12, 20, 26, 
46, and 47 (The use claims are considered independent although they refer back 
to other claims because they refer to claims of a different category). Each 
independent claim defines an invention since this is the purpose of an 
independent claim. 

3. Under the provisions of Rule 13.1 PCT a group of inventions may be claimed in 
one application if they are so linked as to form a single general inventive concept. 
Rule 13.2 of the PCT defines in more detail what is meant with "a single general 
inventive concept". This concept must find expression in the claims in the same or 
corresponding special technical features, where the expression "special technical 
features" means the features which define the inventive contribution that the 
claimed invention makes over the prior art; see also the PCT Preliminary 
Examination Guidelines PCT/GL/3 Chapter 111-7.1 and 7.2. However, the set of 
claims forming the basis for examination is objectionable under Rule 13.1-3 PCT 
since it comprises multiple (groups of) inventions: 

1. Claims 1-11, 45 relate to a staple which is distinguished over the prior art 
in that it comprises a plurality of first parts. 

2. Claims 12-19 define a catheter support with a locating member and a 
plurality of support members. 

3. Claims 26-34 are directed to a dilator which differs from the prior art by 
additionally means to bow the central section of the dilating members radially 
outwards . 

The features of these claims or groups of claims cannot be subsumed under a 
single general inventive concept since the number of first part on a staple has 
nothing to do with the design of a catheter support, or means for bowing out the 
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central section of a dilator. 
Concerning Section V (Reasoned statement ...) 
First invention as defined in claims 1-11, 45 

1 . Reference is made to the following documents: 

D1 : US-A-5 632 746 (MIDDLEMAN, PYKA ET AL. ) 27 May 1997 

D2: US-A-3 527 223 (SHEIN) 8 September 1 970 

D3: US-A-4 921 484 (HILLSTEAD) 1 May 1990 

D4: US-A-4 590 938 (SEGURA ET AL.) 27 May 1 986 

Document D4 was not cited in the international search report. 

1.1 The document D1 is regarded as being the closest prior art to the subject-matter 
of claim 1, and discloses (the references in parentheses applying to this 
document): 

A device for retaining tissue on both sides of a incision, comprising a first part for 
contacting the tissue on one side of the incision and a second part for contacting 
the tissue on the other side of the incision when the device is pierced through the 
tissue on both sides of the incision (see reference numeral 8 in figures 2-1 7A - 
17C), the first and second part being connected by a resilient member (see 
column 25, lines 1 1, 20 and column 2, lines 51-58), wherein the resilient member 
biases the first and second part towards each other into a retaining configuration 
such that in use the tissue parts are retained together between the first and 
second arts of the device, and wherein the first and second parts are movable into 
an open configuration in which they are further apart than in the retaining 
configuration (compare figures 2-1 2A and 

2-1 2B) to enable the device to be conveyed along an artery (see column 25, lines 
15-18). Although it is not expressly mentioned in D1 is that the device can be used 
for retaining a graft on an artery, it is considered that the known clip is also 
suitable for retaining graft on an artery so that this feature is implicitly known from 
D1; see the PCT Preliminary Examination Guidelines CIV-7.6 
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The device of claim 1 differs from the known device in that it comprises a plurality 
of first parts. This solves the problem of retaining a graft on an artery in a more 
secure manner. The distinguishing feature of claim 1 is neither known from, nor 
rendered obvious by, the available prior art. Although document D2 discloses a 
wire-like body with sliced ends which can be straightened to align with the body 
portion (see column 1 , line 67 to column 2, line 9), it is considered that D2 
discloses a device which is unsuitable for retaining a graft on an artery since it 
relates to a temporary ear stud of ornamental appearance. D2 would thus not be 
considered by the skilled person. 

Dependent claims 2-1 1 relate to preferred embodiments of the device of claim 1. 

Therefore, claims 1-1 1 appear to satisfy the requirements of Art.33(2) (novelty), 
33(3) (inventive step) and 33(4) (industrial applicability) of the PCT. 

1 .2 Claim 45 relates to a kit comprising at least two of the devices of any of claims 1- 

1 1 , and thus appears to satisfy the requirements of Art.33(2) (novelty), 33(3) 
(inventive step) and 33(4) (industrial applicability) of the PCT for the same 
reasons as these claims. 

Second invention as defined in claims 12-19 

2.1 In the following paragraph the combination of original claims 13 and 16, now claim 

12, is discussed; see Basis of Report, point 3. 

From document D1 there is known a device for use with a catheter (see figures 
5-1, 5-2 and column 46, lines 50-53), the device having a locating member for 
locating the device with respect to the catheter (see column 46, lines 47-50) and a 
plurality of support members for supporting the catheter on the inner wall of an 
artery (see loops 1 16 and column 47, lines 28-30), wherein each support member 
and the locating member are connected by a resilient member which biases the 
support member towards the artery wall (see column 45, lines 9-23). 

Although not expressly mentioned in document D1, the device known from figures 
5-1 and 5-2 of D1 and described in column 45, line 9 to column 47, line 52 is 
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suitable to be used as a support for a catheter. In this context it is referred to the 
access for additional devices mentioned in the paragraph bridging columns 46 
and 47. If the loops is extended from the catheter in an artery of suitable 
dimension they necessarily support the catheter when another instrument is 
inserted through the additional access provided within the catheter housing. The 
catheter support functionality is thus implicit from D1. 

Therefore, the device of claim 12 does not appear to satisfy the requirement of 
Art.33(2) PCT (novelty). 

2.2 Dependent claims 13-19 do not contain any features which, in combination with 
the features of any claim to which they refer, meet the requirements of the PCT in 
respect of inventive step, the reasons being as follows: 

claim 13, 14: see figure 5-1; 

claim 15: see column 47, lines 42-47; 

claims 16, 17: see again figure 5-2; 

claim 18: see column 47, lines 47-53; 

claim 19: see column 45, lines 37-39 and 60-63. 

Third invention as defined in claims 26-34. 

3.1 A device having the features of the first part of claim 26 is known from D1 (figures 
5-1, 5-2 and column 45, line 9 to column 47, line 53). The particular intended use 
defined in claim 26 is implicit in the disclosure of D1 since the known retractor is 
also suitable for dilating an artery. 

The device of claim 26 differs from the known device in that it additionally 
comprises means which can cause the central section of the dilating member to 
bow radially outwards in order to apply increased outward pressure, as defined in 
detail in the second part of claim 26. 

Thereby, the problem of improving the dilating effect of the known device is 
solved. However, the distinguishing features have already been employed for the 
same purpose in a similar device, see document D3, column 4, lines 20-30. It 
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would be obvious to the person skilled in the art, namely when the same result is 
to be achieved, to apply these features with corresponding effect to a device 
according to document D1, thereby arriving at a device according to claim 26. The 
subject-matter of claim 26 does therefore not involve an inventive step (Article 
33(3) PCT). 

3.2 Dependent claims 27-34 do not contain any features which, in combination with 
the features of any claim to which they refer, meet the requirements of the PCT in 
respect of novelty, the reasons being as follows: 

claim 27, 28: see D1, figure 5-1; 

claim 29: see D1, column 47, lines 42-47; 

claim 30: see again figure 5-2 of D1 ; 

claim 31: see document D4 (cited in D1 in column 44, lines 58, 59), reference 

numerals 20, 21; 
claim 32: see again D3, column 4, lines 20-30 
claim 33: see D1 column 47, lines 47-53; 
claim 34: see D1 column 45, lines 37-39 and 60-63. 

Concerning Section VII (Certain defects ...) 

1. The independent claims are not in the two-part form in accordance with Rule 
6.3(b) PCT, which in the present case would be appropriate, with those features 
known in combination from the prior art (document D1) being placed in the 
preamble (Rule 6.3(b)(i) PCT) and with the remaining features being included in 
the characterising part (Rule 6.3(b)(ii) PCT). 

2. The features of the claims are not provided with reference signs placed in 
parentheses (Rule 6.2(b) PCT). 

3. Contrary to the requirements of Rule 5.1(a)(ii) PCT, the relevant background art 
disclosed in the document D1 is not mentioned in the description, nor is this 
document identified therein. 

4. The description is not in conformity with the claims as required by Rule 5.1 (a)(iii) 
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CLAIMS 



1 . A device for retaining a graft on an artery, comprising a first part for contacting the 
graft and a second part for contacting the artery when the device is pierced radially through 
the graft and the artery wall, the first and second parts being connected by a resilient member, 
wherein the resilient member biases the first and second parts towards each other into a 
retaining configuration such that in use the artery and the graft are retained together between 
the first and second parts of the device, and wherein the first and second parts are moveable 
into an open configuration in which they are further apart than in the retaining configuration 
to enable the device to be conveyed along an artery, 

characterised in that the device comprises a plurality of first parts. 

2. A device as claimed in claim 1, wherein in the open configuration the first parts, the 
resilient member and the second part are disposed substantially on an axis. 

3. A device as claimed in claim 1 or 2, wherein in the retaining configuration at least one 
of the first and second parts forms an arcuate shape. 

4. A device as claimed in any preceding claim, wherein at least a portion of at least one 
of the first and second parts is sharpened to enable said part to pierce a graft and an artery. 

5. A device as claimed in claim 4, wherein both the first and the second parts are so 
sharpened. 

6. A device as claimed in any preceding claim, wherein the device is formed from a wire. 

7. A device as claimed in any preceding claim, wherein the device is formed from a 
shape memory alloy. 



8. A device as claimed in any preceding claim, wherein the device has a plurality of 
second parts. 

9. A device as claimed in claim 8, wherein the device has equal numbers of first and 
second parts. 

10. A device as claimed in claim 8 or 9, wherein said plurality of parts are integral or 
welded together. 

11. A device as claimed in claim 9, which is formed of a plurality of sets, each set 
comprising a first part, a resilient member and a second part, wherein the plurality of sets are 
linked together by a weld, a sheath, a bush, a crimp or by wire. 

12. A device for supporting a catheter within an artery or arterial graft, the device having a 
locating member for locating the device with respect to the catheter and a plurality of support 
members for supporting the catheter on the inner wall of the artery or graft, wherein each 
support member and the locating member are connected by a resilient member which biases 
the support member towards the artery wall, 

characterised in that the device additionally comprises means for reducing the distance 
between the end of each support member distal to the locating member and the end of said 
support member proximate the locating member, thereby causing the central section of said 
support member to bow radially outwards with respect to the locating member. 

13. A device as claimed in claim 12, wherein the locating member is adapted to fit axially 
inside a catheter. 

14. A device as claimed in claim 13, wherein the support members and the locating 
member are moveable into a position in which the support members, the resilient members 
and the locating member are disposed substantially on an axis, to enable the device to be 
conveyed along a catheter. 



15. A device as claimed in any of claims 12 to 14, wherein each support member is 
connected to at least one other support member by the end of the support member distal to the 
locating member. 

16. A device as claimed in claim 15, comprising at least one resilient wire disposed in a 
loop with the ends of the wire being locatable in an end of a catheter, wherein in use the sides 
of the loop contact the artery or graft to support the catheter within the artery or graft. 

17. A device as claimed in any of claims 12 to 16, wherein said plurality of support 
members are disposed such that in use the device supports the catheter substantially centrally 
within an artery. 

18. A device as claimed in any of claims 12 to 17, wherein each support member has a 
non-traumatic contact surface for contacting the artery wall. 

19. A device as claimed in any of claims 12 to 18 which is formed from a shape memory 
alloy or a super elastic material. 

20. The use of a device as claimed in any of claims 12 to 19 to support a catheter within a 
conduit. 

21. A method for delivering a device as claimed in any of claims 1 to 1 1 to a locus of a 
conduit, comprising the steps of moving said first parts and second part of the device into said 
open configuration, inserting the device into a catheter, positioning an end of the catheter at 
the locus, and moving the device down the catheter until the device emerges from said end of 
the catheter at the locus. 

22. A method as claimed in claim 21, wherein said end of the catheter is angled radially 
relative to the axis of the catheter. 



23. A method as claimed in claim 21 or 22, additionally comprising the step of housing 
the catheter within a sheath catheter. 

24. A method as claimed in any of claims 21 to 23, comprising the step of inserting a 
plurality of said devices into the catheter, and inserting a pushing element sufficiently far into 
the catheter to contact and apply pressure to the device closest to the pushing element in order 
to cause a device to be ejected from the end of the catheter distal to the pushing element at the 
locus of the conduit. 

25. A method as claimed in any of claims 21 to 24, additionally comprising the step of 
employing a device as claimed in any of claims 12 to 19 to support the catheter within the 
conduit. 

26. A device for dilating an artery when delivered translumenally to a locus of an artery 
by means of a catheter, having a locating member for locating the device with respect to the 
catheter and a plurality of dilating members, each of which is connected to the locating 
member by a resilient member which biases the dilating member towards and into contact 
with the inner artery wall, wherein in use the resilient members cause the dilating members to 
apply outward pressure to the inner artery wall in order to dilate the artery 

characterised in that the device additionally comprises means for reducing the distance 
between the end of each dilating member distal to the locating member and the end of said 
dilating member proximate the locating member, thereby causing the central section of said 
dilating member to bow radially outwards with respect to the locating member in order to 
apply increased outward pressure on the inner wall of the artery when the device is in use. 

27. A device as claimed in claim 26, wherein the locating member is adapted to fit axially 
inside a catheter. 



28. A device as claimed in claim 26 or 27, wherein the members and the locating member 
are moveable into a position in which the locating member, the resilient members and the 
dilating members are disposed substantially on an axis, to enable the device to be conveyed 
along a catheter. 

29. A device as claimed in any of claims 26 to 28, wherein each dilating member is 
connected to at least one other dilating member by the end of the dilating member distal to the 
locating member. 

30. A device as claimed in any of claims 26 to 29, comprising at least one resilient wire 
disposed in a loop with the ends of the wire being locatable in an end of a catheter, wherein in 
use the sides of the loop contact the inner artery wall and apply outward pressure thereto in 
order to dilate the artery. 

31. A device as claimed in any of claims 26 to 30, wherein said plurality of dilating 
members are distributed equally radially about the locating member. 

32. A device as claimed in any of claims 26 to 3 1, wherein said means for reducing the 
distance is an additional connection between the end of each dilating member distal to the 
locating member and the locating member. 

33. A device as claimed in any of claims 26 to 32, wherein each dilating member has a 
non-traumatic contact surface for contacting the artery wall. 

34. A device as claimed in any of claims 26 to 33 which is formed from a shape memory 
alloy or a super elastic material. 

35. A device for retaining a graft on an artery, comprising an elongate member formed of 
a resilient material which biases said member into a helical configuration, at least one end of 
the member being sharpened to enable the member to pierce through the graft and the artery 



wall, wherein the member is moveable into an open configuration in which it can be conveyed 
along an artery. 

36. A device as claimed in claim 35, wherein in the helical configuration the device has 
less than 10 turns. 

37. A device as claimed in claim 35 or 36, in which the diameter of the helix formed by 
the member is no less than about seven times the cross-sectional diameter of the member. 

38. A device as claimed in any of claims 35 to 37, wherein the member is formed from a 
shape memory alloy. 

39. A device as claimed in any of claims 35 to 38, wherein in said open configuration the 
device is substantially straight. 

40. A method for delivering a device as claimed in any of claims 35 to 39 to a locus of a 
conduit, comprising the steps of moving said helical member into said open configuration, 
inserting the device into a catheter, positioning an end of the catheter at the locus, and moving 
the device down the catheter until the device emerges from said end of the catheter at the 
locus. 

41. A method as claimed in claim 40, wherein said end of the catheter is angled radially 
relative to the axis of the catheter. 

42. A method as claimed in claim 40 or 41, additionally comprising the step of housing 
the catheter within a sheath catheter. 

43. A method as claimed in any of claims 40 to 42, comprising the step of inserting a 
plurality of said devices into the catheter, and inserting a pushing element sufficiently far into 
the catheter to contact and apply pressure to the device closest to the pushing element in order 



to cause a device to be ejected from the end of the catheter distal to the pushing element at the 
locus of the conduit. 

44. A method as claimed in any of claims 40 to 43, additionally comprising the step of 
employing a device as claimed in any of claims 12 to 19 to support the catheter within the 
conduit. 

45. A kit comprising at least two of a device as claimed in any of claims 1 to 1 1, a device 
as claimed in any of claims 12 to 19, a device as claimed in any of claims 26 to 34, and a 
device as claimed in any of claims 35 to 39. 

46. The use of a device as claimed in any of claims 26 to 34 to dilate the walls of an 
artery, a vein or a graft. 

47. The use of a device as claimed in any of claims 1 to 1 1 or a device as claimed in any 
of claims 35 to 39 to retain a graft on the walls of an artery or vein. 
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